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the Secretary on, part or all of any applica-
tion or submission (including a petition, noti-
fication, and any other similar form of re-
quest) made under this chapter for the ap-
proval or classification of an article or made
under section 351(a) of the Public Health Serv-
ice Act (42 U.S.C. 262(a)) with respect to a bio-
logical product. Any such contract shall be
subject to the requirements of section 379 of
this title relating to the confidentiality of in-
formation.

(2) Increased efficiency and expertise through
contracts

The Secretary may use the authority grant-
ed in paragraph (1) whenever the Secretary de-
termines that use of a contract described in
paragraph (1) will improve the timeliness of
the review of an application or submission de-
scribed in paragraph (1), unless using such au-
thority would reduce the quality, or unduly
increase the cost, of such review. The Sec-
retary may use such authority whenever the
Secretary determines that use of such a con-
tract will improve the quality of the review of
an application or submission described in
paragraph (1), unless using such authority
would unduly increase the cost of such review.
Such improvement in timeliness or quality
may include providing the Secretary increased
scientific or technical expertise that is nec-
essary to review or evaluate new therapies and
technologies.

(b) Review of expert review

(1) In general

Subject to paragraph (2), the official of the
Food and Drug Administration responsible for
any matter for which expert review is used
pursuant to subsection (a) of this section shall
review the recommendations of the organiza-
tion or individual who conducted the expert
review and shall make a final decision regard-
ing the matter in a timely manner.

(2) Limitation

A final decision by the Secretary on any
such application or submission shall be made
within the applicable prescribed time period
for review of the matter as set forth in this
chapter or in the Public Health Service Act (42
U.S.C. 201 et seq.).

(June 25, 1938, ch. 675, §907, as added Pub. L.
105-115, title IV, §415, Nov. 21, 1997, 111 Stat.
23717.)

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(b)(2), is act July 1, 1944, ch. 373, 58 Stat. 682, as amend-
ed, which is classified generally to chapter 6A (§201 et
seq.) of Title 42, The Public Health and Welfare. For
complete classification of this Act to the Code, see
Short Title note set out under section 201 of Title 42
and Tables.

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.
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Rules and regulations.

(a) Storage and handling of poultry prod-
ucts; violation of regulations.

(b) Other necessary rules and regula-
tions.

(c) Oral presentation of views.

Exemptions.

(a) Persons exempted.

(b) Territorial exemption.
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CHAPTER REFERRED TO IN OTHER SECTIONS

This chapter is referred to in sections 321, 679a of this
title; title 7 sections 138f, 6519.

§451. Congressional statement of findings

Poultry and poultry products are an impor-
tant source of the Nation’s total supply of food.
They are consumed throughout the Nation and
the major portion thereof moves in interstate or
foreign commerce. It is essential in the public
interest that the health and welfare of consum-
ers be protected by assuring that poultry prod-
ucts distributed to them are wholesome, not
adulterated, and properly marked, labeled, and
packaged. Unwholesome, adulterated, or mis-
branded poultry products impair the effective
regulation of poultry products in interstate or
foreign commerce, are injurious to the public
welfare, destroy markets for wholesome, not
adulterated, and properly labeled and packaged
poultry products, and result in sundry losses to
poultry producers and processors of poultry and
poultry products, as well as injury to consum-
ers. It is hereby found that all articles and poul-
try which are regulated under this chapter are
either in interstate or foreign commerce or sub-
stantially affect such commerce, and that regu-
lation by the Secretary of Agriculture and co-
operation by the States and other jurisdictions
as contemplated by this chapter are appropriate
to prevent and eliminate burdens upon such
commerce, to effectively regulate such com-
merce, and to protect the health and welfare of
consumers.

(Pub. L. 85-172, §2, Aug. 28, 1957, 71 Stat. 441;
Pub. L. 90492, §2, Aug. 18, 1968, 82 Stat. 791.)

AMENDMENTS

1968—Pub. L. 90-492 inserted provisions stating it to
be necessary that the health and welfare of consumers
be protected by assuring that poultry products distrib-
uted to them are wholesome, not adulterated, and prop-
erly marked, labeled, and packaged, provisions that
misbranded poultry products impair the effective regu-
lation of poultry products and destroy markets for
wholesome, not adulterated, and properly labeled and
packaged poultry products, and result in sundry losses
to poultry producers and processors of poultry and
poultry products, as well as injury to consumers, and
provisions that all articles and poultry which are regu-
lated by this chapter are either in interstate or foreign
commerce or substantially affect such commerce and
that regulation by the Secretary of Agriculture and co-
operation by the states and other jurisdictions as con-
templated by this chapter are appropriate to serve the
specified aims, and struck out provisions that all poul-
try and poultry products which have or are required to
have inspection under this chapter are either in the



